DEPARTMENT OF HEALTH & HUMAN SERVICES

{é Health Care Financing Administration

Center for Medicaid and State Operations
7500 Security Boulevard
Baltimore, M D 21244-1850

duly
6, 2000

Dear State Medicaid Director:

This letter provides guidance on the development of immunization registries as a component of
the Medicaid Management Information System (MMIS) to ensure dl children recaive their
immunizations on time to live happy, hedthy lives. HCFA strongly supports State efforts to
ensure that children and adults are immunized based on the standards and recommendations
of the Advisory Committee on Immunization Practices. Immunization regigtries can bea
vauable toal in tracking immunization rates

Under certain conditions, enhanced Federd financia participation (FFP) isavailable at 90
percent for the design, development, and ingtalation, and 75 percent FFP for the operation of
State MMIS systems. These enhanced rates are available for immunization registries thet are
components of the State MMI S to the extent that the registry serves Medicaid program
beneficiaries and meets the specifications set forth in the attachments to this letter. In States
where the Immunization Registry is developed, owned, and operated by a public heglth or
other non-Medicaid agency, FFP is available at 50 percent for State’ s costs associated with
Medicad digible children.

BACKGROUND

In response to arequest by the U.S. Senate Appropriations Committee in 1998, the Indtitute
of Medicine of the Nationd Academy of Sciences recently completed a study, ACdling the
Shots: Immunization Finance Policies and Practicesi The Study Committee cited much
progress with immunization efforts and describes the overdl approach as bang highly
decentralized and shaped by loca circumstances, resources, and needs as well as by nationa
gods and policies.

In spite of record levels of immunization achieved across the country since 1993, certain
problems have perssted with the immunization ddivery system:



1 The need to sustain and document high levels of immunization
coverage for agrowing number of vaccines ddivered within
multiple hedth settings
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1 Persgtent racid and ethnic disparitiesin childhood levels of
Immunization coverage;

Mortality and morbidity from preventable infectious diseases,
and

Gaps and inconsigencies from State to State in the
coordination, support, and documentation of immunization
efforts.

In recent years, the country has seen immunization rates increase as more and more children are
recaiving their scheduled immunizations on time. This news is encouraging, but low
immunization rates, particularly among Medicaid-dligible children, remain. Over 60 percent of
al children who do not receive timely and complete immunizations come from poor areas, and
many of them are Medicaid beneficiaries. Mot hedlth providers have difficulty tracking the
immunization higtory of children for avariety of reasons, such as frequent moves and lack of a
consgtent medical home. One highly effective way to address this problem is through the
development, ingdlation, and use of immunization registries.

WHAT ISAN IMMUNIZATION REGISTRY ?

An immunization regidry is a confidentia, population-based, computerized information system
that contains information about immunizations and children. Informetion in the registry can be
used to determine individua vaccine needs and remind parents when their child is duefor a
vaccine. Providers can access the regisiry to determine which vaccines their patients need and
bring them back to the clinic or office when immunizations are due.

Because confidentidity of Medicaid datais an important issue, we would like to remind you of
discussion on thistopic contained in our October 22, 1998, State Medicaid Director |etter,
AFecilitating Collaborations for Data Sharing between State Medicaid and Health Agencies@ In
the Model Medicaid Data Sharing Agreement attached to that |etter and co-signed by the



Adminigtrators of HCFA and HRSA, aswdll as the Director of the Centers for Disease Control
and Prevention, we reference Section 1902 (a)(7) of the Social Security Act (as amended)
which provides for ssfeguardsin thisarea. In addition, regulations at 42 CFR 431.302 are also
cited and specify the purposes directly related to State plan administration.

MEDICAID-SROLE

In recent months, we have been working closely with the Centers for Disease Control and
Prevention, as well asthe Hedlth Resources and Services Administration, to develop an initiative
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to promote State use of the Medicaid MMI S to support immunization reporting efforts. We
believe it should be an integra part of the Medicaid program.

Enclosed is atemplate for a Planning Advance Planning Document (APD) designed to expedite
Federal approvd for FFP to support immunization registries. We have aso enclosed an APD
Guidance Document (which provides detail on the Registry APD process as wdll as the
functiond requirements), and amatrix highlighting the mandatory functiond requirements
required for registries to receive Medicaid funds. States are required to allocate costs among
Federd and State programs according to the principles contained in OMB Circular A-87in
accordance with relative benefits received.

If your staff has any questions regarding the enclosed documentation, please have them contact
your MMIS representative in your Regiond Office, or Jason Goldwater on my staff at (410)
786-0476.

By supporting immunization regigtries, whether within the MMIS, or developed and maintained
by other State agencies (for which 50 percent FFP is available to the extent that the activity can
be allocated to the Medicaid program), we can make great strides in improving the hedth status
of our beneficiaries,

| am sure you will agree with me that immunization registries warrant serious attention and your
support. | look forward to working with you on this endeavor.

Sincerdly,



Enclosures
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cC:
All HCFA Regiond Adminigtrators

All HCFA Asociate Regiond Adminigrators
for Medicaid and State Operations

Lee Partridge
Director, Hedlth Policy Unit
American Public Human Services Association

Joy Wilson
Director, Hedth Committee
Nationa Conference of State Legidatures

Matt Salo
Director of Hedlth Legidation
National Governors Association

Wadter A. Orengtein, M.D.
Director, Nationd Immunization Program
Centers for Disease Control and Prevention

Claude E. Fox, M.D., M.P.H.
Administrator
Hedth Resources and Sarvices Administration

Timothy M. Westmoreland



Claire Hannan
Association of Sate and Territorid Hedth Officids

Bill Watson
All Kids Count

Amy Fisani
Every Child by Two

Paula Soper
American Immunization Registry Association
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Laurel Woods
Asociation of Immunization Managers

Director
Partnership for Prevention
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RELATED REFERENCES:

Title XIX of the Socid Security Act, 81903 (a)(3)(A)(i) and (7)
of the Socia Security Act , 42 CFR Part 433, Subpart A,
8433.10, §433.15, 8§433.35, Public Hedlth 42 CFR, Subpart
C, and, 8432.50 (b)(3), Public Welfare 45 CFR, Part 74, Part
95, Subparts F and G, (references OMB Circular A-87 “ Cost
Principlesfor State, Loca and Indian Triba Governments.

PURPOSE: ThisAction Transmitta (AT) provides system guidance and identifies the system

CONTENT:

requirements for States pursuing the development of a
Statewide Automated Immunization Regisiry System under Title
XIX for Mechanized Claims Processing and Information
Retrievd Sysems. It isintended to establish policy and
supplement the intent of CFR 42 in the development of a
Medicaid Management Information System (MMIYS) as
interpreted through regulation, and to provide technica
assstance to States in the design, development and
implementation of an Immunization Regidry.

This Action Transmitta contains five mgor sections

Part | contains a background section which discusses
the authorizing legidation, and the implementing regulations,
which support an Immunization Registry. (Page 1)

Part 1l includes more specific agency policies rdated to
Immunization Regigtry planning, development and
implementation. (Page 2)

Part [11 contains detalled information on dlowable
cogts, exemptions, the Planning Advance Planning
Document (APD) and cost dlocation methodologies.

(Page 4)



SUPERSEDED
MATERIAL:

EFFECTIVE DATE:

INQUIRIES TO:

Part IV includes information on the degree of
functiondity for the Immunization Registry and its interfaces.
(Page 10)

Part VV contains the functiona requirements for the
Immunization Regigiry and generd program guidance.
(Page 12)

None

Immediady

HCFA Regiona Adminigtrators



Timothy M. Westmoreland
Director
Center for Medicaid and State Operations
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Part | — Background

Effective statewide-automated capability to support the administration of services offered through
immunization regigriesis essentia to enable improvements in Medicaid program administration and
sarvice ddivery. 1996, President Clinton urged that 90 percent of al 12 to 23-month-old children be
fully up-to-date for their recommended immunizations by the turn of the century. While the nation is
making considerable progress towards reaching that goa new approaches are needed to overcome
deficiencies in current immunization information handling practices. Current challenges include:

(1) Incomplete records due to fragmentation of hedth care ddivery. Thisis often seenin the
movement of “at-risk” children from public providers to Medicaid managed care or in the
movement of children on or off the Medicad ralls, or smply when children recelve immunizations
from different providers. Such movement may hinder the ability of providers and parents to assess
immunization needs as well asthe ability of third-party payersto vaidate the qudity of servicestheir
customers receive.

(2) Antiquated methods resulting in large and cumbersome files of paper records. Such files may not
alow rapid access to immunization histories, even in one physica location.

(3) Errorsor difficulties in assessng immunization needs due to the increasing complexity and
continuoudy improving immunization schedule.

To sustain high coverage rates for future generations, current efforts should be aimed at permanently
resolving these deficiencies. Immunization regigtries or ectronic immunization information sysems can
meet thisneed. A stable infrastructure based on dectronic systems (immunization registries) would help
a State Medicaid Agency by providing an accurate count of the number of Medicaid beneficiaries, from
the age of

0-18, that are being vaccinated. The immunization information would be an accessible and integral
component of patient data, which could then be utilized for qudity assessment measures (i.e. HEDIS),
amongst other things. Additionaly, this would aso take the form of an assessment tool to rapidly and
continualy monitor immunization coverage rates and identify specia needsthat may require a
concentration of resources,

Funding

The applicable regulation for the Title X1X program is contained in 42 CFR Part 433 at 433.15
Subpart.A. It providesfor Federa financia participation (FFP) in State expenditures for Statewide
planning, design, development and ingtdlation (DDI) for mechanized daims processing and information
retrieval systems, namely Medicaid Management Information Systems (MMIS). FFPis available at the



90 percent rate for DDI [pursuant to Section 1903(a)(3)(A)(i) and 42 CFR 432.50(b)(3)] and FFPis
available at the 75 percent rate for the continued operation of such systems approved by HCFA.
(Section 1903(a)(3)(B); 42 CFR 432.50(b)(2).) Additionaly, funding for al other activitiesfor the
proper and efficient administration of the State plan are funded at a 50 percent rate (section 1903(a)(7)
and 45 CFR 433.15 93)(7), and to build interfaces from other data systems which:

meet the requirements imposed by regulation promulgated pursuant to Section 1903 (Section 4753
of Public Law 105-33) and 1903 (g)(3) of 15A.

mest the functiond requirementsidentified in this guidance document; and

to the extent practicable, are capable of interfacing with State data collection systems that collect
information regarding immunization higtories of children.

Whether or not enhanced match is available for the development, design, ingtdlation and operation of an
automated immunization registry depends upon an andysis of the registry’ s relationship to the MMIS, as
explaned in this Action Tranamittd.

Part Il — Immunization Registry Policies

This section addresses more specific agency policies related to Immunization Registry planning,
development and implementation.

A. Eligibility for Enhanced Funding under Title XI1X

Medicaid is authorized as a part of Title X1X of the Socid Security Act, and provides fundsto all
States, and the Didtrict of Columbia. Insular areas are not included in Title X1X, and Puerto Rico is
subject to afinancia cap in the Socid Security Act, which precludesit from claming additiona funds.
The 50 States and the Didtrict of Columbiaare the only jurisdictions digible to receive enhanced funding
under these provisons.

Title XIX funds may be “passed through” by States to entities with which they have agreementsto
perform some or al of the functions of the State Title XI1X agency. Expenditures for such purposes are
eigible for rembursement under Title X1X asif they were expended by the State agency itsdf. The
clams are submitted to HCFA only by the State, not by any entity with which the State has an
agreement. Typicaly, these entities are Indian Tribes and private, non-profit socia service agencies.
Expenditures under Title XIX may be claimed for the digible State agency and for entities with which it
has agreements, s0 long as the claims are for otherwise alowable cods.



B. Statewide System

A Statewide system must operate uniformly as a sngle system (including the gpplication software)
throughout the State and must encompass dl political subdivisons that administer programs provided
under Title XIX.

In some cases, a Statewide system may interface with another system(s) to perform required functions
(e.g., a State Bureau of Vitd Statigticsto provide birth data). The APD must include anarrative to
describe how the Immunization Regigtry will link to other sysems to meet the functiondity required.

C. Efficient, Economical and Effective Administration of Title XI X State
Plans

In consideration of demongtrated economic benefits, a State may propose an dternate design to that
which is described in this Action Tranamittal. By clearly documenting the potentid savings, the State
may propose a desgn which links an Immunization Regidry type system exiding in alarge urban areato
anew Statewide system. Based on our review of the documentation, which should be included in the
State' s Implementation Advance Planning Document (APD), HCFA will determine if the dternative
design mests the efficient, effective and economica requirements of the Title X1X regulaions.

D. Use of Equipment

Equipment may only be funded with Title XIX fundsif it isfor full time use by State agency employees
respongble for providing Title XIX services offered by the designated State agency. Tribal employees,
volunteers, and contract or private employees that replace or supplement designated State agency’s
employeesfor the provison of these services are, for the purpose of funding the cost of equipment
ingdled for their use, considered State agency employees.

E. Use of System/Application

Within legd parameters, the State agency may alow non State agency staff (e.g., service providers,
non-State agency staff who provide State agency services) to have access to and utilize the Statewide
application. The gpplication may not be modified to meet the unique needs of such users. Expenditures
for any additiona functions, processes, reports, data € ements or requirements must be alocated to and
supported by the non-State agency user.

Aswith any system access, the State should take necessary precautions to comply with the safeguarding
of data and confidentidity provisons addressed e sewhere in thistranamittal. Use agreements with any
third parties are encouraged at the State’ s option. Use of the system for purposes other than those



related to the Title XIX program should comply with gpplicable State and Federa Law.

F. System Reviews — Certification

Regiond office gaff will conduct a certification review to vdidate that a State' s SAIRS meets minimal
requirements for gpprova. The purpose for this certification processisto assure that dl of the functiona
requirements have been met, according to the terms of the State' s gpproved APD.

Part |11 — Allowable Costs, Exemptions, Planning Advance Planning Document
and Cost Allocation

This section contains detailed information on alowable costs (at both the enhanced and regular matching
rates) and additiond guidance in the areas of exemptions, minimum requirements for a Planning
Advance Planning Document and cogt dlocation. (An overview of the minimum requirements for the
planning APD isin Appendix A.)

A. Allowable Costs

In order to ascertain whether or not an enhanced match can be goplied to an immunization regidry, a
determination must be made as to whether the registry could be part of the MMIS. Section 1903 (a)(3)
of the Act refersto these sysems asinduding an “information retrievd” element. The regulation
defining the systems further states that they are to be used “to retrieve and produce service utilization
and management information required by the Medicaid sngle State agency and Federal Government for
program adminigtration...” (42 C.F.R. § 433.111 (b)). If theimmunization Regidiry, is developed as
part of the MMIS, then the system is an information retrieval mechanism within the definition of the
MMIS.

HCFA has determined that Federd financial support of these registriesisin the best interest of the
Medicaid program. Therefore, the andyssis whether under each of the following scenarios below the
Immunization Registry, as proposed, would reside in, and be a part of, a State' sMMIS, thereby
qudifying for the enhanced match provided in 1903 (&)(3) of the Act. If the registry exists independent
of the State’ sSMMI S, HCFA assumed that the registry is an administrative cost, the Medicaid match
would be made pursuant to 8 1903 (a)(7) and matched at 50%.

In addition, there must be an dlocation of costs between Medicaid and non-Medicaid sources in order
to maintain consstency with past HCFA and Departmentd policies. OMB Circular A-87, “ Cost
Principlesfor State, Locd, and Indian Triba Governments,” sets forth certain requirements regarding
dlocation. The Circular states that, to be claimed under a Federa grant program, a cost must be
“dlowable’ and among the factors determining whether it is alowable are whether it is* necessary and



reasonable’ and whether it is“dlocable’ (OMB Circular A-87 at 9-10). The Circular further states
that “acost isdlocable to aparticular cost objective if the goods or services involved are chargeable or
assignable to such cost objective in accordance with relative benefits received.” (Id. at 11).

a. Example1- Thelmmunization Registry is built as part of the Stat€' s current MMIS
reporting system. Ownership and operation of the regidtry is by the State Medicaid
Agency. Theregistry would include both Medicaid and non-Medicaid beneficiaries. Based
on 1903(a)(3)(A)(l) of the Act, an enhanced rate of 90% is permissible for the costs
alocable to Medicaid for the design, development, and ingtalation of aregistry under this
scenario. Under 8 1903(3)(3)(B) of the Act, the application of the 75% enhanced rate is
permissible for the costs allocable to Medicaid for the operation and maintenance of a
registry under this scenario.

b. Example 2 - The Immunization Regidtry is built and owned by the State’ s Department of
Public Hedlth, or a Department smilar in kind, and is completely separate from the State's
MMIS reporting system. The registry includes both Medicaid and norn-Medicaid
beneficiaries. The outlay of fundsin this case is deemed necessary “for the proper and
efficient adminigtration of the State plan.” Section 1903(a)(7) would adlow Federd financid
participation at the 50% match for the design, development and ingtdlation aswell asthe
continued operetion of the Regidtry.

c. Example 3 - the Immunization Regidry is built and owned by the State’ s Department of
Public Hedlth, or a Department smilar in kind, and includes only non-Medicaid
beneficiaries. Aninterfaceis congtructed to connect the registry with the State sMMIS
reporting system so as to include Medicaid beneficiaries. Additiona development within the
Registry would be needed to increase its capacity to include the additional Medicaid
population, aswell as to add functionality needed to support the Medicaid program. To the
extent that the interface is outsde of the MMIS, a 50% match for its design, development
and ingtdlation and continued operation would be appropriate based on § 1903(8)(7) of the
Act. Additiondly, development on the Immunization Regidiry to increase its capacity in
addition to its operation would aso be digible for the 50% match.

d. Example4 - the Immunization Registry may be located anywhere (other than the State' s
MMIS reporting system) and includes both Medicaid and non-Medicaid beneficiaries. As
outlined above and based on § 1903(a)(7) of the Act, a 50% match for the design,
development and ingtallation and the continued operation of the Regidtry is appropriate.

B. Exemptions



There are cases where a State has aready designed, developed and ingtdled an Immunization Registry,
and funding has aready been approved by HCFA at either the enhanced rate or the regular Federa
match rate. In these ingtances, States will not have to submit an Advance Planning Document to
maintain their funding. However, if & any time a State decides to add additional functiondity, or change
the design and/or specifications of its existing registry, the State must request funding through HCFA
(according to 45 CRF, Part 95). The Immunization Registry must meet the functiona specifications
contained in Part V.

C. Confidentiality

Federa statutes and regulations dlow, and in many instances require, designated State agencies to
disclose confidentid information to other State Agencies for the purpose of administering other Federd
programs. To the extent that these registries are maintained as part of the Medicaid program, the
information collected would be confidentia information subject to the confidentidity provisons of 42
C.F.R. Part 431, Subpart F. Under current policy, such information could not be disclosed for non
beneficiaries, because such disclosure would not be consstent with “plan adminidiration” as st forth in
42 C.F.R. 8431.302. In addition, Section 1902(a)(7) of the Act requires that the State restrict the use
or disclosure of information concerning applicants and recipients to purposes directly connected with the
adminigration of the medica assstance plan.

D. Planning Advance Planning Document (APD)

The Planning APD is abrief document prepared and submitted to HCFA prior to initiating Planning
Phase activities. The purpose is not to provide needs and plansin detail, but to develop ahigh-levd
management statement of vision, needs, objectives, plans, and estimated costs. The focusison
describing how planning will be accomplished and demondtrating that the State has established aplan
that is reasonable for the level of effort of the project. Planning APDs that meet the standards for
gpprova detailed below will be approved within 60 days. The Planning APD has four sections:
Statement of Need, Project Management Plan, Planning Project Budget and Estimate of Tota Project
Cost.



1. Statement of Need

This section of the Planning APD should st forth the Stat€' s information and services, “vison,”
including the scope and the objectives of the planned information system and its interrelaionships
with other systems (if known). In addition, the needs statement should define the system
requirements in terms of problems and needslisted. The State must address five distinct issues
relaing to the need for an Immunization Registry at an enhanced rate. Those issues can be broken
down into the following:

Statement of “Vison” — The State must demondirate that the development of an immunization
registry would reduce the overdl incidence of vaccine-preventable disease by giving providers
and the State a high-quaity, confidentid, flexible and expendable tool. 1t would ensure age
gopropriate immunization for dl children with the most efficient expenditure of the program and
its resources.

Sydiem interrdationships — The State must demongtrate how the immunization registry would
interact with data systems s0 as to would populate the registry on a continua cycle. 1t must dso
demondirate that interaction between the registiry and the Medicaid program that would allow
for the entire population of Medicaid digible children to beincluded. Appendix A givesan
indication of the types of interrdaionshipsimagined. If those in the State differ, an explanation
of those differences must be included.

Problems of deficienciesin exiging sygem - The State must identify whether aregistry currently
exigs and any deficiencies in that system that may warrant the procurement of anew system.

New or changed program requirements — The functiona requirements detailed in Part 1V of the
Guidance Document must be addressed in the development of aregistry. Any differences must
be explained.

Opportunities for economy or efficiency — If a State can demondrate that their registry is
compliant with the functiond requirements of Part IV, then HCFA will determine that the
registry has sufficient opportunities for both economy and efficiency.



2. Project Management Plan

The project management plan summarizes how the State will plan to implement its Immunization
Regidry. The State's planning project organization are briefly described. At this point in the
project, dl that is required isthat the State identify key playersin the planning phase, such asthe
project manager and other key planning saff by name and title. Thisinformation can be depicted in
an organization chart. The Project Management Plan for planning describes how and when the
activities for the Planning Phase will be conducted and schedules milestones for completion of key
events. The State mugt identify the following components of a project management plan:

Panning Project Organization — The State must detall those individuas, from both the State and
apotentia contractor(s) that would be responsible for the development and implementation of
the registry. Furthermore, the responsibilities and relaionships must aso be highlighted, with an
organizationa chart and an accompanying narrétive.

Planning activities, products and deliverables — The State must detail, in one page or less, the
planning activities mentioned in the APD, the products that would come from the development
and implementation phases, and a schedule of deliverables they intend on adhering to.

Commitment to conduct analyss and JAD (Joint Application Design Sessons with Users) —
Each State must check off whether they intend to do any of the following types of analyss.

1 Requirements Anayses — the resources and time needed to develop and implement an

immunization regidry.
2. Feaghility sudy — an analysis done by the State in order to determine the necessity of
developing aregistry

3. Alternatives andyss — examining the potentiaity of developing aternate systems, our
utilizing previoudy implemented technology within the status quo to accomplish the god's of
aregidry.

4, Cogt/benefit andyss — andyzing the initid and long-term costs during the devel opment
and implementation of the registry and comparing them to the cost benefits a registry would
provide over acertain period of time.

5. JAD (joint gpplication design sessions with users) — whether a State will participate with
usersof aregidry initsinitia desgn phase.

6. Functiona specification — a detailed analysis of the functiondity of the registry being
developed and whether it is consastent with HCFA' s functiond requirements.

7. Systems design — an andysis of how the registry would be devel oped, what technology
would be employed, how it would be populated and how it would serve the Medicaid
community.

Re-Inventing the Whed — a State must explain if they have given any consideration to
transferring an existing module that would have the functiondity of aregigtry. If it isdeemed that



such atransfer would be non-beneficid, than an explanation judtifying the new procurement
must be included.

State/contractor needs — The State should summarize, in one page or less, the resource needs
for the development and implementation phases.

Planning project procurement activities and schedule — In one page or less, the State must
provide detall regarding the acquisition of the registry technology in addition to its development
and implementation target date.

Requirements and evauation plan — A State must aso describe its requirements for acquiring
and developing aregidtry, in addition to a comprehensive evauation plan to ensure that all
functiond requirements have been met.

Redtrictions on work — If any exist, an explanation must be attached

Tedting plans of interfaces— A description of testing plans and methodol ogies regarding
interfacesto the MMIS, aswell as other secondary systems (i.e., EPSDT, WIC, etc.), needsto
be added, as well asa summary of atesting schedule.

3. Planning Project Budget

This section describes the resource needs that funding supports during the Planning Phase that may
be requested by the State. These needs may relate to State and contractor staff costs, computer
time, hardware and commercidly available software, travel space, supplies, telephones,
photocopying and so forth. This section of the APD aso provides the budget and the cost
alocation to be used during the Planning Phase. States must address cogtsin a planning APD by
categories, cost e ements and amounts.

a. Anticipated FFP

States must include information on the Federad Financid Participation (FFP) that they anticipate
based upon the scenario that is most appropriate (see above, “Allowable Costs’).

b. Anticipated State Costs
A State mugt include documentation that anticipates al costs that would be included in both the

development and implementation of the registry, aswel as a breakdown of projected costs by
fiscd quarter and summarized by fiscd year.

4. Total Project Cost



Thetota cost of the immunization registry project must be included, and contain the State and
Federd cogt digtributions.

D. Cost Allocation

A State mugt includein is planning APD a proposed methodology for dlocating costs when the registry
includes programs other than those carried out by Title X1X. This section gives generd guidancein
developing and gpplying this cost dlocation methodology.

A. Immunization Registry Planning, Development and Ingdlation

States use arange of factors when developing a cost dlocation methodology for a system project.
Often, factors congdered in cost dlocation methodologies take different forms such as: analyzing
system data dements; evauating the specific functions to be programmed into the system; examining
the populations to be served; projecting the level of effort in the design or programming activity and
examining equipment utilization statistics measured on past projects with asmilar size and scope.
Sincethereisno preferred or best method, it isthe State' s responsibility to develop a methodology
using factors that they believe accurately reflects Federal and State program shares to gppropriately
and equitably alocate project cogts, and to describe this methodology as part of the APD submitted
for approval.

Regardless of what factors are consdered in a State’'s methodol ogy, the following guidance shdl
apply:

1. If afactor exclusvey benefits the programs funded under Title X1X, then the cost may be
directly charged in full to Title XIX, with a 90% enhanced match expected.

2. If afactor is necessary for and primarily benefits the programs under Title X1X:

a.  And without further modification it benefits Medicaid programs (e.g., EPSDT), the cost may
be charged in full to Title X1X.

3. If afactor supports but does not exclusively or primarily benefit the programs under Title XIX,
the cost must be dlocated among al benefiting programs.



B.

4. If afactor exclusvdy bendfits any other single program, the cost must be “ direct-charged” infull
to that program at the appropriate FFP rate.

Immunization Regisry Equipment

Equipment acquired solely to support the activities of contract staff adminigtering the Immunization
Regigry under the gpproved State plan may be charged to Title X1X. Equipment which is acquired
to support other individuas or programs must either be direct-charged to the other agency or
program, or alocated among al appropriate funding sources, dependent upon whether the
equipment is used partialy for the program under Title XIX. If equipment costs are to be partialy
alocated to Title XIX based on the fact that its use is shared among various programs, the State
must propose a cost alocation methodology that accurately reflects its proper usage.

Centrd Data Processing Facilities

In States where the agency acquires resources from a central data processing (CDP) facility, costs
at the gpplicable matching rate must be charged in accordance with aHCFA approved cost
dlocation plan, normaly based on the percentage of use by each agency utilizing the equipment.
Equipment acquired for, or dedicated soldly to, the operation and support of the Immunization
Regidiry, consstent with the cost dlocation principles outlined above, may be charged to Title X1X
at the applicable FFP rate.

Part |V — Degree of Functionality and | nterfaces

A.

Degree of Functionality

At aminimum, a Stat€' s immunization registry must include the functionality described in Part V.
Additiona functiondity, beyond what is defined in this guidance document, may be funded & the
enhanced rate if the State can demondrate that it will provide more efficient, economica and effective
adminigration of an immunization program administered under Title XIX. Further, to be eigible for
enhanced funding, the added feature may not duplicate functiondity included in an existing system to
which an interface is required. Thejudtification and request to fund additiona functiondity at the
enhanced rate must be included and approved in a State’'s APD

In order for HCFA to provide funding for an immunization registry, the planning APD must address two
basic categories:



Core Attributes
I nterface Requirements

Both the core attributes and the interface requirements represent mandatory e ements of an
Immunization Registry. Some optiona attributes have been added which a State may want to
implement. Those optiona features would be funded at the appropriate enhanced rate. An overview of
the minimum functiond requirementsisin Appendix B.

B. Interfaces

Theinterfaces are criticd to the overal effectiveness of an Immunization Regidry. Its functiondity
would be hindered and ineffective if an interface did not exist between the Immunization Registry and a
State' s Medicaid Management Information System (MMIS). This becomes apparent when such a
registry is outside the domain of aMedicaid Department. An interface becomes essentid in populating
the registry with Medicaid beneficiaries as part of a Stat€' stotd population. Enhanced Title X1X
funding may not be used to design, develop, modify or ingtdl other systems, nor is FFP available to
deveop functiondity in an Immunization Registry when it duplicates functiondity in other State systems
for which an interface is required. For example, Title X1X digibility must be determined through an
exiging Title XIX sygem.

Funding for the optiona interfaces is contingent on the overdl cost effectiveness of the State' s design
and the appropriate use of automation. For interfaces to entities that may operate severa independent
systems (e.g., public hedth clinics, hedth information systems) that State may develop a sandard
interface for the exchange of information. To the extent that such an interface is cost effective, the
Medicaid part of it may be funded with enhanced funds. Aswith the limits on duplicative functiondity,
HCFA will not fund the development of multiple interfaces to common entities. For example, an
Immunization Registry, which proposes multiple interfaces to public hedth dinics, will not be cost
effective. Development of asingle, comprehensive Immunization Regidry interface that can
accommodate the necessary exchange of data between the Immuni zation Registry and multiple entities
would be acceptable and eigible for enhanced funding.



Part V:

STATEWIDE AUTOMATED IMMUNIZATION REGISTRY SYSTEM
PROGRAM/SYSTEM FUNCTIONS AND GUIDANCE

A. Core Requirements

Functions with an asterisk (*) are those that have been determined to be critica functionsin meeting the
minimum requirements of an automated Immunization Registry and should be met as part of the
Medicaid Management Information Sysem (MMIS) or through an automated interface. An underlined
“may” isan optiond function that may be added and for which enhanced funding would be gpproved.

1. Identifiable | nformation

Thisfunction congsts of information used to identify Medicaid-digible children, demographic and
vaccine-related information.

A. Medicad Information*

1. Medicad ldentifier* - The automated Immunization Registry must contain fieds that can
accommodate the child’'s Medicaid Identification number.

2. Demographic Information* - The automated Immunization Registry must contain fields for the
Child' sfirg, last and middle names, birth date, sex, birth State/county, race/ethnicity and a
guardian’sfird, last and middle names. Additiondly, optiona fields may be added from the
Hedth Leve-7 (HL-7) Code Set.

3. Hligihility Information— The automated Immunization Registry may contain fidds for time
periods of Medicad digibility.

4. Primary Provider/Medical Home — The automated |mmunization Registry may contain fields that
identify the Primary Care Provider/Medicd Home for aMedicad child.

B. Vaccination Information®

1. Vaccination Information* - The automated Immunization Registry must contain fidds for the
type of vaccinations given and date of adminigtration.

2. ldentify Provider* — To the extent possible, the automated Immunization Registry must identify
the provider who administers a specific vaccination to a child.




3. Lot Information— The automated Immunization Registry may contain fidds for avaccination
manufacturer and lot number.

2. Case Management

Thisfunction entails the enraliment of Medicaid children within the automated Immunization Regidry, the
types of functiondity needed to support this population, and the management of delivery of the services
provided by this automated support.

A. Enrollment*

1. Enrdl children a birth* - The automated Immunization Registry must establish aregistry record
for children no more than 6 weeks after birth or six weeks after they have otherwise been
entered into the gate's information management system(s) and maintain them within the system
until they reech the age of 18. At that time, in accordance with State and local statutes and
laws, the child's records may be expunged from the Immunization Registry. Additiondly, the
Regisry mugt identify the following:

Adoptions; record information about adoptive
services, including the adoptive parents information within the parameter of State law.

Deaths; record information about aMedicaid child’ s death before the age of 18.

2. Maintain Individuasin the system for life — The sysem may maintain the individuds in the
automated Immunization Regigtry until date of desth.

3. Record and Track vidts of family members’household — The automated Immunization Regisiry
may record and track visits of dl family memberghousehold.

B. Case Review/Evduation*

1. ContraindicationsExemptions* - The automated Immunization Registry must contain
information on contradications and persona and/or philosophica exemptions.

2. Reminder/Recdl* - The automated Immunization Registry must generate an dert for guardians
of Medicaid children asto the need for a series of vaccinations. Such information would be
garnered from the immunization history of each child. Thisleve of functiondity would require
that the name and address fields on the immunization record be completed.

3. Provider Access* - To the extent possible, the automated Immunization Registry must be




accessible by dl providersin ther place of practice. The Registry must enable providers access
to vaccination histories at the time of a scheduled encounter to determine the vaccinations
needed.

4. Adverse Event - The automated Immunization Registry may enable vaccine-associated adverse
event reporting.

C. Monitoring Service*
1. Needs Assessments* - The automated Immunization Registry must automaticaly determine the

immunization(s) needed, in compliance with current recommendations from the Centers for
Disease Control and Prevention, when an individua presents for a vaccination.

2. Coverage/Community-Based Assessments* - The automated Immunization Registry must be
capable of automating and maneging community-based coverage assessments. The registry must
have an automated function to measure immunization coverage (% of children “age-
gopropriately” immunized) as of agiven date for an individud provider’s practice, for the
registry’ s entire catchment area, and for subgroups within a practice of the catchment area (e.g.,
children of acertain age). “Age-appropriate’ should be defined according to current CDC
recommendations implemented in the registry’ s dgorithm.

3. Surveillance of Reportable Diseases - The automated Immunization Registry may dlow for
survelllance of vaccine- preventable diseases.

3. Resource Management

This function supports the maintenance of monitoring of information on Medicaid children within the
automated Immunization Regstry

A. Provider Support*

1. Submisson of Information* - The automated Immunization Regisiry must have the ahility to
receive and process immunization information within one month of a vaccine adminigtration.

2. Hexibility* - The automated Immunization Registry must be flexible enough to add/delete
Vaccines as new vaccinations are added to the recommended schedule and others are removed.

3. Data Reguirements* - The automated Immunization Regisiry must have the capability to usethe
HL-7 defined code set for exchanging informetion.

4. GISAndyss - The Immunization Registry may enable andyss through Geographic Information



Systems (GIS).

5. Patforms for Non Immunization Programs — The Immunization Registry may have a computer
platform for non-immunization programs and/or systems.

B. Resource Support*

1. Consolidation of Information* - The automated Immunization Registry must consolideate
immunization records from multiple sources. Such functiondity would aso include de-
duplication and qudity checks.

2. Data Backup and Recovery* - The automated |mmunization Registry must be backed up
regularly and backup media must be stored in a separate location.

3. Inventory Reporting — The automated Immunization Registry may dlow for automated vaccine
inventory reporting.

4. Vaccine Inventory — The automated Immunization Registry may manage vaccine inventories and
generates reports on management and wastage.

B. Interfaces

1. REQUIRED INTERFACES*

If an immunization registry is developed as part of a State' sMMIS, then it must
interface with a Statewide system that, a a minimum, exchanges data on aweekly bass. To
the extent that such a Statewide system exigts, it must integrate the entire population of
children from age 0 to 18 that can be immunized dong with al Medicaid children. Idedly,
the interface would represent red-time, ontline data exchange.

If the regigtry is built outside of a State s MMIS, then an interface that, at a minimum,
would exchange data on aweekly basis, must be congtructed to link the MMIS with the
automeated Immunization Regigtry. Thismust be done to fully populate the registry with
Medicaid children in order to provide immunization rates. Idedly, the interface would
represent real-time, ontline data exchange.

2. OPTIONAL INTERFACES

Additiondly, to the extent possible, the State Registry may provide for interfaceswith
other syslems within the State, such as.
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Child Welfare (SACWIYS)

Women, Infants and Children (WIC)

Early Periodic Screening, Diagnosis and Treatment (EPSDT) Program
Bureau of Vitd and Hedth Statistics

Children’s Hedlth Insurance Program (S-CHIP)

Public Hedth Clinics

Hedth Information Systems (HIS)

V accine Management System (VACMAN) (CDC)

Other



'LANNING APD CHECKLIST

Immunization Registries (Medicaid)

' Planning APD is a very brief document (6-10 pages) prepared and submitted prior to initiating Planning Phase activities. It is used to secure Federal
ncial participation (FFP) for the State. Itis a plan to plan. The purpose is not to provide needs and plans in detail but to develop a high-level
r1agement statement of vision, needs, objectives, plans, and estimated costs. The focus is on describing how planning will be accomplished and
10nstrating that the State has established a plan that is reasonable for the level of effort of the project. Planning APDs that meet the standards for
roval shown in the following two pages will be approved within 60 days. The Planning APD has four sections: 1. Statement of Need 2. Project
1agement Plan for planning 3. Planning project budget, and 4. Estimated of total project costs.

action

Content

Description of Minimum Requirements

Statement of
Need

5 section of the Planning
) should set forth the

te's information and

fices "vision,"1 including
scope and objectives of
planned information

em and its

rrelationships with other
:ems (if known). In

ition, the needs statement
uld define the system
lirements in terms of
Jlems and needs listed in
next column.

v' Statement of “Vision”

Reduce incidence of vaccine-preventable disease by
giving providers and the State a high-quality,
confidential, flexible and expendable tool. It ensures
age-appropriate immunization for all children with the
most efficient expenditure of program, resources.

0 Yes 0 No

v' System
interrelationships

Include a diagram of the system interrelationships

v" Problems or
deficiencies in existing
system

Does an immunization registry already exist in your
State?
0 Yes 0 No

v" New or changed
program reguirements

See attached CDC Minimum criteria. Explain any
differences.

1"Vision" means the State planners view of future program needs and the systems architecture necessary to support those needs.




Opportunities for
economy or efficiency

HCFA will assume the immunization registry has
sufficient opportunities for both economy and efficiency
provided that the CDC minimum criteria are addressed.

Project
anagement Plan

 Project Management
1 summarizes how the
te will plan.

: State's planning project
anization is briefly

cribed. At this point in the
ect, all that is required is

. the State identify key

rers in the planning phase,
h as the project manager
other key planning staff
1ame and title. This
rmation can be depicted

n organization chart.
 Project Management

1 for planning describes

1 and when the activities
the Planning Phase will be
ducted and schedules

:stones for completion of
events.

Planning project
organization (State
and contractor) —
people,
responsibilities and
relationships

Provide descriptive one page chart and one page of
accompanying narrative.

Planning activities,
products and

Briefly summarize in one page or less.

deliverables
Requirements analysis 0 Yes 0
No
Commitment to Feasibility study 0 Yes 0
conduct analyses and | No
JAD sessions Alternatives analysis 6 Yes o)
No
Cost/benefit analysis 0 Yes 0
No
JAD (joint application design
sessions with users) 0 Yes 0
No
Functional specification 0 Yes 0
No
Systems design 0 Yes 0
No

Re-inventing the Wheel

What consideration has been given to transferring an
existing module? Explain.

State/contractor needs

Briefly summarize in one page or less.

Planning project
procurement activities
and schedule

Briefly summarize in one page or less.

Requirements and
evaluation plan

Briefly summarize in one page or less.

Restrictions on work?

d None  NiIfany,

explain

Testing plans of
interfaces

Describe plans and provide summary of testing
schedule.




action

Content

Description of Minimum Requirements

'lanning Project
Budget

3 section succinctly
cribes in narrative form the
yurce needs for which
1ing support during the
nning Phase may be
Jested by the State.

'se needs may relate to
te and contractor staff

ts, computer time,

jware and commercially
ilable software, travel,
ce, supplies, telephones,
tocopying, and so forth.

; section of the APD also
vides the budget and the
t allocation to be used

ng the Planning Phase.

v/ By categories, cost
elements and amounts

Show cost allocation among users
Anticipated FFP (90%, 75% and 50%)
Anticipated State costs

Projected costs by fiscal quarter + summarized by fiscal
year, including planning project total, and program totals.

btal Project Cost

5 section provides a gross
mate of total project costs
‘he entire system

uisition — including

1ning and

lementation. This

rmation is very preliminary
will be updated in the
lementation APD.

v/ Estimated project
costs

State and Federal shares, cost distribution

Category

MANDATORY FUNCTIONAL REQUIREMENTS
Medicaid Immunization Registries

Section

Content Description

Core Requirements

Identifiable Information  Medicaid Information The Immunization Registry must contain

for a child's Medicaid Identification Numbe

The Immunization Registry must contain fie
the Child's first, last and middle names



Core Requirements
(continued)

Case Management

Case Management
(continued)

Vaccination Information

Enrollment

Case Review/Evaluation

date, sex, birth State/county, race/ethnicity
guardian's first, last and middle names.

The Immunization Registry must contain fie
the vaccination and date of administration

To the extent possible, the Immunization R
must identify the provider who admins
specific vaccination to a child

The Immunization Registry must estab
registry record for children no more than 6
after birth and keep them within the systel
the reach the age of 18. At that i
accordance with State and local statute
laws, the child's records may need
expunged from the Immunization Re
Additionally, the Registry must identit
following:

a. Adoptions; records information about ac
services, including the guardian's infori
within the parameter of State law.

b. Deaths; record information about a Me
child's death before the age of 18.

The Immunization Registry must ¢
information on contraindications and pel
and/or philosophical exemptions.

The Immunization Registry must autorn
reminder/recall service that alerts guardic
Medicaid children as to the need for a se
vaccinations. Such information wou
garnered from the immunization history o
child. This level of functionality would requ
the name and address fields on the immun
record be completed.

To the extent possible, the Immunization R
must be accessible by all providers in thei
of practice. The Registry must enable prc
access to vaccination histories at the tim
scheduled encounter to determine
vaccinations needed.



Core Requirements
(continued)

Interface Requirements

Resource Management

Resource Management
(continued)

Monitoring Service

Provider Support

Provider Support

Resource Support

Mandatory Interfaces

The Immunization Registry must autome
determine the immunization(s) neede
complaince with current reccomendations
Centers for Disease Control and Prevention
an individual presents for a vaccination.

The Immunization Registry must be capa
automating and managing community-
coverage assessments.

The Immunization Registry must have the
to receive and process immunization infor
within one month of a vaccine administrati

The Immunization Registry must be f
enough to add/delete vaccines as
vaccinations are added to the recomm
schedule and others are removed.

The Immunization Registry must hav
capability to use the HL-7 defined code :
exchanging information

The Immunization Registry must consi
immunization records from multiple sol
Such functionality would also includ
duplication and quality checks.

The Immunization Registry must be back
regularly and backup media must be store
separate location.

If an Immunization Registry is constructed
of a State's MMIS, then it must have an int
with a Statewide system that, at a mir
exchanges data on a weekly basis. To the
that such a Statewide system exists, it
integrate the entire population of children frc
0 to 18 that can be immunized alon
Medicaid children.

If the Immunization Registry is built outsic
State's MMIS, then an interfade that,
minimum, would exchange data weekly
must be constructed to link the MMIS wi
Immunization Registry. This must be dc
fully populate the registry with Medicaid ct
in order to provide immunization rates.



Interface Requirements

Optional Interfaces

Optional Interfaces
(continued)

Additionally, to the extent possible, the St
Registry may also decide to interface or
intergrate with one or more of the following

a. Child Welfare (SACWIS)
b. Women, Infants and Children (WIC)

c. Early Periodic Screening, Diagnosis ar
Treatment (EPSDT) Program

d. Bureau of Vital and Health Statistics

e. Children's Health Insurance Program, (
CHIP)

f. Public Health Clinics
g. Health Information Systems (HIS)

h. Vaccine Management System (VACM.
(CDC)
I. Others






